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EMBASSY OF TBE R.IWUBLIC OF &mx.m~s~~ 

April ln, 2003 

BY FGCSIMUE 

Mr. Sluart Shapiro 
FDA Desk Officer 
Office of Information and Regulatory Affairs 
Office of Managem.ent and Budget 
New Executive Office Building 
725 17fh Street, N.W. 
Room # 10235 
Washington, D.C., 20503 

Dockets Management Branch 
HIFA-305 
Food and Drug Administration 
5630 Fishers Lane 
Room 1061 
Rockvillc, MD 20852 
ATTN: Docket No. 02N-0276 & Docket No. 02N-0278 

Re: Comments on the Proposed Rules for Section 305 and Section 307 
of the PubIic Health Security and Bioterrorism Preparedness and 
Response Act of 2002 

On beha1.f of the Government of the .Republic of Indonesia, I am 
pleased to submit the comments from the Indonesian Ministry of Agriculture 
on Bioterrorism Act 2002 as attached. In addition to the comments from the 
con.cemed Ministry, I would also like to ask your kind attention on particular 
issues in regard with Section 305 of the Act, as follows: 

enA- 017b 
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l It is suggested that FDA will allow registration of food facilities either 
by electronic means (on-line registration) or by mail. To facilitate 
developing countries which are still lacking of inter-net infrastructure, 
registrants should also be allowed to register their facilities to FDA by 
facsimile. Accordingly, the registrants should receive the registration 
confirmations and facility’s registration numbers from FDA through 
facsimile as well. 

l It is stated that if the entry of food merchandise is not made within 6 
months due to the failure of a foreign facility to register as required by 
Section 305, the merchandise is deerned unclaimed and abandoned 
and can be disposed of by the US: It is further suggested that before 
this 6 months period runs, such merchandise can be re-exported %rom 
the ‘U.S. If the latter is the case and the merchandise which is 
originating from another country is to be re-exported to a third 
country such as Indonesia, the U.S. should promptly notify the 
Government of Indonesia of such a decision. The U.S. should further 
provide Indonesia with all information necessary for the Government 
of Indonesia to assess the merchandise Tom the health and security 
aspects before the merchandise is shipped to Indonesia. Xn. other 
words, a third country should be given all the necessary information. to 
allow it to assess whether the merchandise being re-exported from the 
U.S. poses serious health and/or security threats to the country. 

l FDA is defining “port of entry” as “the water, air, or land port at 
which the article of food is imported or offered for import into the 
United States, i.e. the port where food first arrives in the United 
States”. It is suggested that the defin.ition is put forth to differentiate 
between the port where the food physically first arrives in the U.S. 
and the port where the entry of the food article is processed for U.S. 
Customs purposes. 1ndonesi.a sees that developing two sets of 
definitions of “port of entry” as jlldicated above runs counter to the 
words and spirit of better facilitating flows of goods the U.S., 
Indonesia and other counties have been advocating in various fora. 
In this respect, Indonesia proposes that the clearance of imported food 
as required by the Act and for the purpose of the U.S. Customs be 
made at the port of entry where food first arrives in the U.S. 
Simplification such as this is n,ecessary to avoid any bureaucratic 
hurdles that will only unnecassary delay the entry of food for 
consumption in the U.S. 
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I thank OMB and FDA for the opportunity to comment on the 
proposed nrles of Section 305 and Section 307. It is our sincere wish that 
Indonesia’s comments can be considered favorably in the context of 
developing free, ftir and yet secure trade in. food which is important not only 
to the U.S. but also to Indonesia. 

SOEMADI Dh. BROTODININGILXC 
AMBASSADOR 

cc 
The Hon. Mark B. McClellan, M.D., Ph.D. 
Commissioner of Food and Drug 
5600 Fisher Lane, room # HFA-305 
Rockville, MD 20857 

/Attachement 
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CWIMENTS OF WNISTRY 0F AGFUXJLTURE 
ON BlCZTERRC?RISM ACT 2Q02 

i. Sidion 305 - (02fi-0276) 
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hdonwia umkmads the need for the BiotuTlrrism Act 2002, Mowervq 
ihe Act should not Impede trade b-en the tk cotzntri~. Coqticated e& 
cxccssivsly strict inspmkm pmcss would affht the co~p&tive~~s of 
hclonesim producks and may discow,US ttadm from impow Indonesian 
produrns. 


